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Office Action Summary 



Application No. 

09/937,687 



Applicant(s) 

O'HARTE ET AL 



Art Unit 

1654 



Examiner 

Jeffrey E. Russel j , 

„ The MAILING DAI tot th.s communication appears o n the cover sheet w,th the correspondence aaaress - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

- ,f NO™enod tor reply is specMied above the lo become ABANDONED (35 U.S.C. § 133). 

earned patent term adjustment. See 37 CFR 1704(b). 

Status 

Responsive to communications) filed on 09 May 2002 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) Q Since this application is in condition for allowance ^oTz^ *" " 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11 , 4M u*.. z 

Disposition of Claims 

4) K Claim(s) 1-12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) KI Claim(s) 3 is/are allowed. 

6) H ri a im^ 14^-8 10 and 11 is/are rejected. 

7) E2 Claim(s) 2.5.9 and 12 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 8 The specification is objected to by the Examiner. 

1 0M The drawing(s) filed on ?8 September 2001 is/are: a® accepted or b)D objected to by the Exam.ner. 
Appiicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1 ) D The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 8 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)EI All b)D Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3 B Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not rece.ved. 
14C Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 
1 5)nlknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

pwi ™ a mm jwk« 4 ) □ ,nterview Summar y (P™- 41 3) Paper N ° (S) - " 

1 ) El Notice of References Cited (PTO-892) pgtent A , jcation (pT0J| 52) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5 LJ no 

3) El information Disclosure Statement(s) (PTO-1449) Paper No(s) 5 . 6) U ™* r , 
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1 . The Sequence Listing filed January 8, 2002 has been approved. 

2. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. The title as set forth in the 
corresponding published PCT application would be acceptable. 

3. The disclosure is objected to because of the following informalities: The amino acid 
sequences set forth at page 5 of the specification should not be referred to as Figures. Further, 
SEQ ID NOS must be inserted after every amino acid sequence subject to the sequence 
disclosure rules. See 37 CFR 1.821(d). At page 5, line 21, "N-acetylated" is misspelled. At 
page 12, line 32, "thereby" is misspelled. At page 16, line 15, "acetonitrile" is misspelled. At 
page 19, line 4, "panels" is misspelled. At page 21, line 25, "significantly" is misspelled. At 
page 25, line 25, "peptidases" is misspelled. The specification should be carefully reviewed for 
other misspellings. Appropriate correction is required. 

4. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claim 7 is rejected under 35 U.S.C. 101 because the claimed invention is directed to non- 
statutory subject matter. A "Use" is not a statutory class of invention. 

Note that the preliminary amendment filed September 28, 2001 did not contain any 
explicit instruction to cancel claim 7. 

5. Claims 4, 6, 7, 10, and 1 1 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. At claim 4, line 2, "comprising" should be changed to 
"consisting of and at claim 4, line 3, "and/or" should be changed to "and", so that standard 
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Markush terminology is used. Claim 6 is unclear because of its use of the word "including" It 
is not clear if the scope of the claim is to be limited to the particular modifications recited in the 
"including. . . " phrase, or if any modification is embraced within the scope of the claim. It is not 
clear what constitutes a "Use" as is set forth in claim 7. It is not clear if Applicants are claiming, 
e.g., a method of use or a product with an intended use limitation. To the extent that the former 
was intended, the claim is indefinite because it does not include any positive process steps. See 
MPEP 2173.05(q). There is no antecedent basis in the claims for the phrase "the peptide" at 
claim 10, line 3. Note that the claim uses the terminology "GIP of analogues thereof, not 
"peptide", in lines 1-2. For analogous reasons, there is no antecedent basis for the phrase "the 
peptide synthesis reaction" at claim 11, lines 10-11. Claim 10, lines 4-5, is unclear because it is 
not clear to what the tyrosine in the form of F-moc protected Tyr(tBu)-Wang resin is to be added. 
Because the claim later states (see lines 9-11) that the modified tyrosine is added to the peptide 
synthesis reaction, i.e. to the reaction medium in which the GIP or analogue thereof has been 
synthesized, presumably the tyrosine is added to something other than this at lines 4-5 of the 
claim. However, there is no previous mention in the claim of any other substance to which the 
tyrosine can be added. At claim 11, line 3, "comprising" should be changed to "consisting of 
and "or" should be changed to "and" so that standard Markush terminology is used. 

6. Claim 5 is objected to because of the following informalities: At claim 5, line 2, "acid" 
should be inserted after "4-amino butyric". Appropriate correction is required. 

7. Claims 4-6 are objected to under 37 CFR 1.75(c), as being of improper dependent form 
for failing to further limit the subject matter of a previous claim. Applicant is required to cancel 
the claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
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claim(s) in independent form. To the extent that claims 4-6 depend upon claim 3, they do not 
further limit the subject matter of claim 3. Claim 3 is drawn to a specific peptide analogue, Tyr 1 
glucitol GIPO-42) modified at the side chain of at least one lysine residue by fatty acid addition. 
There is no indication that the claim permits any further substitution or modification of the 
analogue. Accordingly, claims 4-6, which would require further substitution or modification of 
the analogue, do not further limit claim 3. [If Applicants amend claim 3 in response to this 
objection to indicate that substitutions and/or modifications of the analogue are embraced by the 
independent claim, Applicants need to choose claim language which makes it clear as to whether 
substitution or modification of the Tyr 1 glucitol residue or of the fatty acid-modified lysine 
residues is permitted ] 

8. Claim 7 is objected to under 37 CFR 1 .75(c) as being in improper form because a 
multiple dependent claim can not depend upon another multiple dependent claim. See MPEP 
§ 608.01(n). Note that claim 7 is dependent upon multiple dependent claims 4-6. 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(M the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

10. Claims 1 and 6-8 are rejected under 35 U.S.C. 102(b) as being anticipated by the Fujii et 
al article (Chem. Pharm. Bull., Vol. 34, pages 2397-2410). The Fujii et al article teaches the 
chemical synthesis of human GIP. Prior to final deprotection of the 42-residue peptide, the 
tyrosine residue at position 1 is protected, i.e. modified, at N" with Z(OMe) and the glutamic 
acid residue at position 3 is protected, i.e. modified, at its sidechain with OChp. The protected 
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42-residue peptide is isolated as a powder. See Figure 2 and page 2407, fourth and fifth 
paragraphs. With respect to instant claim 6, this rejection assumes that the scope of the claim is 
not limited to the particular modifications recited in the "including. . . - phrase. With respect to 
instant claim 8, an intended use limitation does not impart patentability to product claims which 
are otherwise anticipated by or obvious over the prior art. 

1 1 . Claim 3 is allowed. Claims 2, 9, and 12 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. Claim 5 would be allowable if 
rewritten to overcome the claim objections set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. Claim 4 would be allowable if 
rewritten to overcome the rejection(s) under 35 U.S.C. 1 12, second paragraph, and the claim 
objections set forth in this Office action and to include all of the limitations of the base claim and 
any intervening claims. Claims 10 and 1 1 would be allowable if rewritten or amended to 
overcome the rejection(s) under 35 U.S.C. 1 12, second paragraph, set forth in this Office action. 

The prior art of record does not teach or suggest GIP analogues having the substitutions 
or modifications required by instant claims 2-5. With respect to instant claims 9 and 12, because 
the Fujii et al article does not teach the protected 42-residue peptide to have pharmaceutical 
activity, there is no motivation or suggestion to combine the protected 42-residue peptide with a 
pharmaceutical acceptable excipient or to administer it in vivo. With respect to instant claims 
10 and 1 1, the prior art of record does not teach or suggest forming a modified tyrosine residue 
from a protected tyrosine residue attached to a Wang resin and then detaching the modified 
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